#"*, 'DEPARTMENT OF HEALTH AND HUMAN SERVIC

P

'Food and Drug Administration
' ‘ College Park, MD
g
. o . i . i ”., -

Ms. Kathy Wilson

Manager Formulations, k
Specifications & Regulatory Affairs

Parmalat Canada Bakery D1v131on .

Post Office Box 9052 o

135 Otonabee Drive

Kitchener, Ontarro N2G 413

Re: 21 CFR 130. 173) - Partrcrpatlon in Extended Temporary Marketmg Test of "Whrte -
Chocolate” under Docket No. 93P-0310

Dear Ms. Wilson:

This is to acknowledge your letters of March 8, 2002, July 12, 2002, and July 25 2002,
notifying the Food and Drug Administration (FDA) of your acce ptance of the 1nv1tat10n set
forth in the FEDERAL REGISTER of December 29, 1994 (59 FR 67302; Docket No. 93P-
0310), to participate in the extended temporary market testing of "white chocolate” under the
conditions published in the notice. Prev1ously in a letter dated October 1, 1999 FDA granted
a permit to Parmalat Canada Bakery Division to part101pate in the extended temporary market
testing of white chocolate under Docket No. 93P-0310. That | perrmt allowed for the market
testing of products named “Parmalat Bed and Breakfast White Chocolate Chunk and
Macadamia Cookies.” The permit was ‘amended on April 21, 2001, to prov1de foran B
additional 19,000 kilograms (42 000 pounds) of another whrte chocolate product. FDA is
granting a further amendment to the permit of October 1, 1999, to provide for the market test
of another white chocolate product. The product will bear the name “Bayberry Farms Whlte
Chocolate Ch1p Macadamia Cookres” and will be sold in 12 ounce (340 grams) packages ‘

The test product “Bayberry Farms White Chocolate Chip Macadamia Cookies” containsa
component, identified as "white chocolate" that deviates from the U.S. standards of 1dent1ty -

for certain chocolate products, i.e., chocolate liquor (21 CFR 163.111), sweet « chocolate

(21 CFR 163.123), milk’ chocolate (21 CFR 163.130), buttermilk chocolate ‘ )
(21 CFR 163.135), skim milk chocolate (21 CFR 163. 140), or mixed dairy product chocolates
(21 CFR 163.145). The white chocolate component differs from the standardized chocolate
products in that: (1) it is prepared without the nonfat components of the ground cacao mbs

but contains the fat (cocoa butter) expressed from the ground cacao nibs; and (2) it may

contain safe and suitable antioxidants. In all other respects the whrte chocolate component
would conform to the cacao product standards.

White chocolate, as defined under the extended perm1t is the solld or seml-plastlc food
prepared by intimately mrxrng and grinding cocoa butter with one or more nutritive
carbohydrate sweeteners and one or more of the optlonal dairy mgredrents specrﬁed in part
163. It contains not less than 20 percent of cocoa butter, not less than 14 percent of total milk
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solids, not less than 3.5 percent of milkfat and not more than 55 percent of nutritive
carbohydrate sweetener. It may also contain emulsifying agents, splces natural and artificial
flavorings and other seasonings, and antioxidants approved for food use It contams no
coloring materlal

Relying on the representatrons made in the application, we are hereby granting permission to
make interstate shipments, for market testing purposes, of 10,000 kilograms

(22,000 pounds) annually of the new test product. The product will be manufactured at
Colonial Cookies, 135 Otonabee Drive, Kitchener ON N2G 4J3 for Spartan Stores of Grand
Rapids, Mlchlgan and will be distributed in ‘Indiana, Michigan, and Ohio.

The draft label that you subm1tted for the test food is acceptable for the purpose of this market
test. A ﬁn1shed label must be submitted to the Team Leader, Conventional Foods Team,

Division of Standards and Labeling Regulations, Office of Nutritional Products, Labeling and

Dietary Supplements, Center for Food Safety and Applied Nutrition (HFS- 822) beforethe
product is shipped in interstate commerce. Each of the 1ngred1ents used in the food must be k
declared on the label as requlred by the apphcable sectlons of 21 CFR Part 101

While this permit is in effect, FDA will refrain from recommending regulatory action against
shipments of "white chocolate" covered by this permit on the grounds that the food fails to
comply with the standards of identity for certain chocolate products, e.g., chocolate llquor
(21 CFR 163. lll) sweet chocolate (21 CFR 163.123), milk chocolate (21 CFR 163.130),
buttermilk chocolate (21 CFR 163.135), skim milk chocolate (21 CFR 163. 140) or mixed

dairy product chocolates (21 CFR 163.145).

Chr1st1ne L. Taylor, Ph.D.

Director

Office of Nutritional Products, Labeling
and Dietary Supplements

Center for Food Safety
and Applied Nutrition

Slncerely your:
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Bakery Division

)

March 8, 2002

Chief of the Food Standards Branch

Office of Food Labeling

Center for Food Safety and Apphed Nutrition

Food and Drug Administration

5100 Paint Branch Parkway e
College Park MD 20740-3835

Dear Sir or Madam,

Re: Bayberry Farms Wh‘ité‘““c‘:‘ﬁ‘obcsi‘é‘té‘ ChIDMacadamlaCookleS 120z (3

requesting permnssuon to conduct a test market

This product will be manufactured at our plant, Colonial Cookies, 135 Otonabee Dnve‘
Kitchener ON N2G 4.3 (800) 265-6508 for Spartan Stores of Grand Rap o

The cookies consist of white chocolate chips and macadamia nuts in a buttery cookie
base. Each cookie contains approx:mately,24% white chocolate n ,cordance with
CFR section 130.17.(c)(3), the white ch olate is in comphancé wit
chocolate standard published in the raIReglsterNoI 62, No. 46, Monday March 10,
1997, Docket Nos. 86P-0297 and 9: P- 0091 A copy of the product spec:f“ cation has

been enclosed for your reference.

We plan to distribute about 10,000 cases ‘annually of 12 x 12 oz of this product. The
products will be sold in Michigan, Ohio and Indiana.

At 24% of the finished product, we will be distributing about 22,000 Ib (10,000 kg) of
white chocolate.

We appreciate your early attention to this matter. Please contact us if you requlre any
further information.

12

(5'1 9) 893-9223

PO. Box 9052 135 Otonabee Drwe Kttchener Ontarlo NZG 4J3 Tel (519).‘893‘ 6400 Fax‘ ‘
o A Division of Parmalat’ Dauy and Bakery Inc.




Kind regards,

/il

Kathy Wilson e ; R
Manager Formulations, Spe¢iﬁcations & Regulatory Affairs

Encl.
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PRODUCT SPECIFICATIOI\eIf(Tentatwe) -

This tentative specification-is currently under review. Therefore its contents Is subject {o change.

- Description:  Ultimate White Chocolate Chips - 2M Item No: 70-084

Weight /unit: 501Ibs Style: . Chips
Units /pallet: 40cases - R ‘ ~ Form: N/A
Kosher Certification: ®D ' .o Sl 2000ct1b

Ingredients: Sugar, cocoa butter, whole milk. powder, skim milk powder, butterfat, soya léoithin (added as
' an emulsifier), vanilla extract - - - Lo oo

Chemistry nn& Physicsl Characteristics :
_ Crtea  Methed -

Size © 2,000 100 ct/Ib MML 1041 (Weight Of 100 Pieces) -
Fat Content 278+ 1.0% ‘MML 1001 (NMR)
Moisture ~ 1.0% Max MML 1011 (Near Infra-Red)
Particle Size 85% <29y MML 1006 (Laser Diffraction)
Viscosity N/A .-

1,000 5000 MML 1080
50 MML1082
50 MML 1082

Total plate count
‘ 10
10 ;
0 10 MMLI1081
0
o
0

Yeasts - .
Molds .
Staph. Aureus (coag+)
Coliforms
B.Coli
Salmonella

10 MML 1083
0 MML 1083
0 MML 1085

TRV RVRVEVEPRIS )
comvonnn |

Packaging : Corrugated cardboard carton with a polyethylene liner h
Shipping:  Cases are stacked and stretch-wrapped on a non-retumable woodcn,pallct
Storage:  Product must bcshxppedandstored at temperatures not exceeding 68°F/20°C

- [ Vice Prkident North America
’ | ' . Rev: 00
98-09-24 v
Bary bt Cansc b ! |
B.P./P.0. Box 398 - 2950 rue Nelson street, Saint-Hyacinthe (Quebec) Canada 125 1y7 -

Tél.: (450) 774-9131- Télécopieur: (450) 774-8335 { www.barry-callebaut com




Bayberry Farms
White Chocolate Chip
Macadamia Cookies

are perhaps
the most sumptuous
cookies of all.
One exquisitely delicious
bite and you'll want
them all to yourself.

Special care has been taken by
Bayberry Farms to ensure your
100% satisfaction with
these White Chocolate Chip
Macadamia Cookies.

If your expectations are not met,
we will promptly refund
your purchase price.

Direct any inquiries to Spartan Stores, Inc.,
850 76th St. SW, Grand Rapids, MI 49518
or call 1-800-451-8500.

This extraordinary
combination of

white chocolate chips,

real buiter and

Cmacadamia nuts
is the stuff dreams

are made of.

DARY
shown larger
than actual size

white chOCOEate Chip

MACADAMIA

COOKIES
&> (made with real butter) &g




Nutrition Facts
Serving Size 2 cookies (31g)
Servings Per Container about 11

Amount Per Serving
Calories 160 Calories from Fat 80
% Daily Value*

Total Fat 9g 14%
Saturated Fat 39 15%

Cholesterol 10mg 3%

Sodlum 65mg 3%

Total Carbohydrate 19g 6%
Dietary Fiber 0g 0%
Sugars 11

Protein 2g

Vitamin A 2% ¢ _Vitamin C 0%

Calcium 2% iron 2%

*Parcent Dafly Valises’ arebased ‘o a 2,000 calorie diet.
mdailyvaesu%maybemgmorwmdepenmngon

000 2,500
=
g
2,400mg  2,400mg
3009 3759
259

Calories per gram:
Fat 9 * Carbohydrate 4 «

ARTIFICIAL FLAVOR, WHE'Y”’EGGS‘ BROWN ,
LEAVENING {BAKING SODA AMMONIUM
BICARBONATE), SALT.

MAY CONTAIN TRACES OF PEANUTS OR OTHER NUTS,

Distributed by Spartan Stores, Inc.
Grand Rapids, MI 49518
Product of Canada

This extraordinary
combination of
wiite chocolate chips,
real butier and
macadaniia nuts
is the stuff dreams

are made of.

shown larger ,
than actual size

wte chocoae chlp

COOKIES

e @ga’c with real butier) <




